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DETAILED ACTION 

Receipt is acl<nowledged of tlie information disclosure statement filed 
08/21/2003. 

Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification sJnaW conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 12 and 50 are rejected under 35 U.S.C. 112, second paragraph, 
as being indefinite for failing to particularly point out and distinctly claim the 
subject matter which applicant regards as the invention. 

Claim 12 is indefinite in that it fails to particularly point out what X2 entails. 
Clarification is requested. 

Claim 50 is indefinite in that it appears to exclude hydroxy groups as 
functional end groups. However, it is unclear as to whether this is only when the 
end groups are unsaturated. Clarification is requested. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 
U.S.C. 102 that form the basis for the rejections under this section made in this 
Office action: 

A person shall be entitled to a patent unless - 



Application/Control Number: 10/009,808 Page 3 

Art Unit: 1615 

(b) the invention was patented or described in a printed publication in tliis or a foreign country or in 
public use or on sale in this country, more than one year prior to the date of application for patent in 
the United States. 

Claims 36-49, and 51 are rejected under 35 U.S.C. 102(b) as being 
anticipated by GB 781 ,202 (Courtaulds Limited). 

Courtaulds Limyted discloses polyamides and production of polypeptides 
(see page 1 , col. 1 , lines 9-13). Among the amino acid derivatives for 
polymerization is anhydrocarboxyamino acid of gamma -benzyl-L-glutamate (see 
page 1 , col. 1 , lines 21-22). Various Other amino acids for possible incorporation 
into the polymerized form are also listed at page 1 , col. 1 , lines 23-31 ; col. 2, 
lines 32-35). The protective end groups of the claims are readily apparent in the 
written fonnula of isoleucine for example. Enzymatic degradation of polypetides 
is inherent since deamination occurs naturally in physiological systems. The 
patent also goes on to state that the reaction is Initiated by catalysts, of which 
primary amines are particularly preferred. The polymerized forms of these 
disclosed amino acids appear to anticipate the formulae of the claims. 

Claims 50, 53, and 54 are rejected under 35 U.S.C. 102(b) as being 
anticipated by De Marre et al. 

De Marre et al disclose polyamides and production of a polyglutamlne 
which is suitable as a carrier for macromolecular drugs. Enzymatic degradation 
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of polypetides is inherent since deamination occurs naturally in physiological 
systems. The claims are anticipated by De Marre et al. 

Claims 38-51, 53-57 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Schacht et al. 

Schacht et al disclose various linear and multifunctional poly aminoacids 
which have functional groups at either end or in the middle (see Diagrams and 
Example 5). The diagrams also outline the process of making the poyamino acid. 
The method is also outlines under the "Summary of Invention" at col. 2, lines 27- 
65. Polyhydroxyethyl-glutamine is disclosed for use at col. 4, lines 62-63. 
Enzymatic degradation of polypetides is inherent since deamination occurs 
naturally in physiological systems. A synthetic polymer based vehicle for delivery 
of nucleic acids is disclosed in the claims, and is disclosed for various treatments 
at col. 3, lines 6-10. The instant claims are anticipated by Schacht et al. 

Claim 52 is objected to as dependent upon a rejected base claim. 

Any inquiry concerning this communication or earlier communications from 
the examiner should be directed to Carlos A. Azpum whose telephone number is 
(571) 272-0588. The examiner can normally be reached on Tu-Fri, 6:30 am - 
5:00 pm. 
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If attempts to reach the examiner by telephone are unsuccessful, the 
examiner's supervisor, Thurman K Page can be reached on (571) 272-0602. 
The fax phone number for the organization where this application or proceeding 
is assigned is 703-872-9306. 

Infomiatlon regarding the status of an application may be obtained from 
the Patent Application Information Retrieval (PAIR) system. Status information 
for published applications may be obtained from either Private PAIR or Public 
PAIR. Status information for unpublished applications is available through 
Private PAIR only. For more information about the PAIR system, see http://pair- 
direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll- 
free). 



ca 



- CARLOS A. AZPURU 
PRIMARY EXAMfWCTl 
GROUP 1500 



/ 




